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§32.32

an external radiation dose or com-
mitted dose of 100 mSv (10 rem) or
greater.l

(b) An applicant for a license under
§32.30 shall demonstrate that, even in
unlikely scenarios of misuse, including
those resulting in direct exposure to
the unshielded source removed from
the device for 1,000 hours at an average
distance of 1 meter and those resulting
in dispersal and subsequent intake of
104 of the quantity of byproduct mate-
rial (or in the case of tritium, an in-
take of 10 percent), a person will not
receive an external radiation dose or
committed dose in excess of 100 mSv (10
rem), and, if the unshielded source is
small enough to fit in a pocket, that
the dose to localized areas of skin aver-
aged over areas no larger than 1 square
centimeter from carrying the
unshielded source in a pocket for 80
hours will not exceed 2 Sv (200 rem).

[77 FR 43692, July 25, 2012]

§32.32 Conditions of licenses issued
under § 32.30: Quality control, label-
ing, and reports of transfer.

Each person licensed under §32.30
shall:

(a) Carry out adequate control proce-
dures in the manufacture of the device
to ensure that each production 1lot
meets the quality control standards ap-
proved by the Commission;

(b) Label or mark each device and its
point-of-sale package so that:

(1) Each item has a durable, legible,
readily visible label or marking on the
external surface of the device con-
taining:

(i) The following statement: ‘‘CON-
TAINS RADIOACTIVE MATERIAL”;

11t is the intent of this paragraph that as

the magnitude of the potential dose in-
creases above that permitted under normal
conditions, the probability that any indi-
vidual will receive such a dose must de-
crease. The probabilities have been expressed
in general terms to emphasize the approxi-
mate nature of the estimates that are to be
made. The following values may be used as
guides in estimating compliance with the
criteria: Low—not more than one such fail-
ure/incident per year for each 10,000 exempt
units distributed. Negligible—not more than
one such failure/incident per year for each
one million exempt units distributed.

10 CFR Ch. | (1-1-13 Edition)

(ii) The name of the radionuclide(s)
and quantity(ies) of activity;

(iii) An identification of the person
licensed under §32.30 to transfer the de-
vice for use under §30.22 of this chapter
or equivalent regulations of an Agree-
ment State; and

(iv) Instructions and precautions nec-
essary to assure safe installation, oper-
ation, and servicing of the device (doc-
uments such as operating and service
manuals may be identified in the label
and used to provide this information).

(2) The external surface of the point-
of-sale package has a legible, readily
visible label or marking containing:

(i) The name of the radionuclide and
quantity of activity;

(ii) An identification of the person li-
censed under §32.30 to transfer the de-
vice for use under §30.22 of this chapter
or equivalent regulations of an Agree-
ment State; and

(iii) The following or a substantially
similar statement: “THIS DEVICE
CONTAINS RADIOACTIVE MATE-
RIAL AND HAS BEEN MANUFAC-
TURED IN COMPLIANCE WITH U.S.
NUCLEAR REGULATORY COMMIS-
SION SAFETY CRITERIA IN 10 CFR
32.31. THE PURCHASER IS EXEMPT
FROM ANY REGULATORY REQUIRE-
MENTS.”

(3) BEach device and point-of-sale
package contains such other informa-
tion as may be required by the Com-
mission; and

(c) Maintain records of all transfers
and file a report with the Director of
the Office of Federal and State Mate-
rials and Environmental Management
Programs by an appropriate method
listed in §30.6(a) of this chapter, includ-
ing in the address: ATTN: Document
Control Desk/Exempt Distribution.

(1) The report must clearly identify
the specific licensee submitting the re-
port and include the license number of
the specific licensee.

(2) The report must indicate that the
devices are transferred for use under
§30.22 of this chapter or equivalent reg-
ulations of an Agreement State.

(3) The report must include the fol-
lowing information on devices trans-
ferred to other persons for use under
§30.22 or equivalent regulations of an
Agreement State:
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(i) A description or identification of
the type of each device and the model
number(s);

(ii) For each radionuclide in each
type of device and each model number,
the total quantity of the radionuclide;
and

(iii) The number of units of each type
of device transferred during the report-
ing period by model number.

(4)(i) The licensee shall file the re-
port, covering the preceding calendar
year, on or before January 31 of each
year.

(ii) Licensees who permanently dis-
continue activities authorized by the
license issued under §32.30 shall file a
report for the current calendar year
within 30 days after ceasing distribu-
tion.

(5) If no transfers of byproduct mate-
rial have been made under §32.30 during
the reporting period, the report must
so indicate.

(6) The licensee shall maintain the
record of a transfer for a period of one
yvear after the transfer is included in a
report to the Commission.

[77 FR 43692, July 25, 2012]

Subpart B—Generally Licensed
ltems

§32.51 Byproduct material contained
in devices for use under §31.5; re-
quirements for license to manufac-
ture, or initially transfer.

(a) An application for a specific 1li-
cense to manufacture, or initially
transfer devices containing byproduct
material to persons generally licensed
under §31.5 of this chapter or equiva-
lent regulations of an Agreement State
will be approved if:

(1) The applicant satisfies the general
requirements of §30.33 of this chapter;

(2) The applicant submits sufficient
information relating to the design,
manufacture, prototype testing, qual-
ity control, labels, proposed uses, in-
stallation, servicing, leak testing, op-
erating and safety instructions, and po-
tential hazards of the device to provide
reasonable assurance that:

(i) The device can be safely operated
by persons not having training in radi-
ological protection;

(ii) Under ordinary conditions of han-
dling, storage, and use of the device,

§32.51

the byproduct material contained in
the device will not be released or inad-
vertently removed from the device, and
it is unlikely that any person will re-
ceive in 1 year a dose in excess of 10
percent of the annual limits specified
in §20.1201(a) of this chapter; and

(iii) Under accident conditions (such
as fire and explosion) associated with
handling, storage and use of the device,
it is unlikely that any person would re-
ceive an external radiation dose or dose
commitment in excess of the dose to
the appropriate organ as specified in
Column IV of the table in §32.24.

(3) Each device bears a durable, leg-
ible, clearly visible label or labels ap-
proved by the Commission which con-
tain in a clearly identified and sepa-
rate statement:

(i) Instructions and precautions nec-
essary to assure safe installation, oper-
ation, and servicing of the device (doc-
uments such as operating and service
manuals may be identified in the label
and used to provide this information);

(ii) The requirements, or lack of re-
quirement, for leak testing, or for test-
ing any on-off mechanism and indi-
cator, including the maximum time in-
terval for such testing, and the identi-
fication of radioactive material by iso-
tope, quantity of radioactivity, and
date of determination of the quantity;
and

(iii) The information called for in the
following statement in the same or
substantially similar form:1

The receipt, possession, use, and transfer
of this device Model 2 Serial
No. 2 are subject to a general license or
the equivalent and the regulations of the
U.S. NRC or of a State with which the NRC
has entered into an agreement for the exer-
cise of regulatory authority. This label shall
be maintained on the device in a legible con-
dition. Removal of this label is prohibited.

CAUTION—RADIOACTIVE MATERIAL

(Name of manufacturer, or initial trans-
feror)2

1Devices licensed under §32.51 prior to Jan-

uary 19, 1975 may bear labels authorized by
the regulations in effect on January 1, 1975.

2The model, serial number, and the name
of the manufacturer, or initial transferor
may be omitted from this label provided the
information is elsewhere specified in labeling
affixed to the device.
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